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WARNINGS FOR USERS

1. For/nl'/frodiagnosticuse.

2. For professional use only.

3. Use of this test kit with samples other than human serum and BAL fluid is not recommended.

4. The Positive Control, Cut-off Control, and Negative Control are manufactured from human serum th
has been tested and found to be non-reactivefor HBsAgand antibodies to HIV-1, HIV-2 and HC
with CE marked tests. However, all reagents should be handled as though capable of transmittii
infection. All tests should be conducted in accordance with the OSHA Standard on Bloodbori
Pathogens, Biosafety Level 2 or other appropriate biosafety practices.

Wear protective clothing, including lab coat, eye/face protection and disposable gloves (syntheti
non-latex gloves are recommended) and handle the kit reagents and patient samples with tl
requisite Good Laboratory Practices. Wash hands thoroughly after performing the test.

o

. Do not pipette by mouth.
Do not smoke, drink, or eat in areas where specimens or kit reagents are being handled.
Avoid splashing samples or solutions

Biological spills not containing acid should be wiped thoroughly with an effective disinfectar
Disinfectants that can be used include (but are not limited to) a solution of 10% bleach (0.5% solutk
of sodium hypochlorite), 70% ethanol, or 0.5% Wescodyne Plus™. Materials used to wipe up spil
may require biohazardous waste disposal.

CAUTION: Do notplace solutions containing bleach In the autoclave.

10. Spills containing acid should be appropriately absorbed (wiped up) or neutralized with sodiu

bicarbonate, and the area rinsed and wiped dry; if it contained biohazardous matenal, wipe the a<
with one of the chemical disinfectants.

11. Dispose of all specimens and materials used to perform the test as though they contain an infection

agent. Laboratory chemical and biohazardous wastes must be handled and discarded Inaccordanc
with all local, regional and national regulations.

12. For hazard and precaution recommendations related to some chemical components in this test k

please referto the pictogram(s) mentioned on the labels and the information supplied at the end
instruction for use. The Safety Data Sheet is available on www.bio-rad.com.

PRECAUTIONS FOR USERS
1. FROZEN SERUM OR BAL FLUID SAMPLES STORED IN UNKNOWN CONDITIONS MAYGIV
FALSE POSITIVE RESULTS DUE TO CONTAMINATION WITH FUNGUS AND/OR BACTERIA.

. Do not use kit or any kit reagents afterthe stated expiration date.

Do not mix reagents from other kits that have different lot numbers, with the exception of tt

Washing Solution (R2, identification*: 20x coloured green), the Chromogen (R9, identification’: TV

coloured turquoise) and the Stopping Solution (RIO, identification*: IN coloured red), provided th

these reagents are strictly equivalent and that the same lot number is used within a given test run.

‘on the vial label
NOTE: The Washing Solution (R2, IdentifiecT In green as 20x) may not be mixed with th*
Washing Solution (R2identified' inblueaslO X) provided in Bio-RadreagentKkits.

*on the viallabel

4. Bring all reagents to room temperature for at least 30 minutes before use

5. Mix thoroughly every reagent before use.

6. Mix thoroughly the Concentrated Washing Solution (R2) before preparing the Working Washin
Solution, exercising care to avoid microbial contamination.

7. Do not conduct the test in the presence of reactive vapors (acids, alkalis, aldehydes) or dust, whk
could affect the enzymatic activity of the Conjugate.

8. For manual pipetting of controls and specimens, use individual pipette tips to prevent carryover
samples.
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3. fo ensure aaequaie washing or me wens, comply wiin me recommenoea numoer or wasn cycir
and ensure that all wells are completely filled and then completely emptied. Washing should not t
performed manually with a squeeze bottle.

10. Do not allowthe microplate to dry between the end of the wash cycle and addition of reagents.

11. Do not use the same containerfor the Conjugate and Chromogen TMB Solution.

12- Do not allow Conjugate orChromogen TMB Solution to come into contact with metal or metallic ions

13. Avoid exposing the Chromogen TMB Solution to strong light during storage or incubation. Do n
allowthe chromogen solutionsto come into contact with an oxidizing agent.

14. Avoid contact of the Stopping Solution with any oxidizing agent. Do not allow the Stopping Solutk
to come Into contact with metal or metallic ions.

15. Use clean, dust-free materials (tubes, tips, containers, etc.) to minimize the possibility of contaminatir
with Aspergillus spores from the environment. Because galactomannan is heat-stable, sterilization
material used does not guarantee the absence of contaminating antigen. Pyrogen-free materials a
optimal, but standard material can be used with adequate precautions.

16. Limit exposure of solutions (sera, BAL fluid. Sample Treatment Solution, Conjugate) or opt
containers (plates, tubes, pipettes) to the air.

17. Do not pour any unused Conjugate back into the original container.

18. The Chromogen TMB Solution must be colorless. The appearance of a blue color indicates tt
reagent is contaminated and should not be used.

- REAGENT PREPARATION AND STORAGE

Mtcrowell Strip Plate (R1)

Every frame containing 12 strips is packaged in a pouch. Cut open (he pouch using scissors just belc
the joint. Open the pouch and take out the frame. Put the frame containing the unused strips back
the original pouch. Carefully reseal the pouch and store at +2-8°C.

After the vacuum-packed pouch has been opened, the strips stored at ~2-8°C In their original pouc
that has been carefljlly resealed are stable for 8 weeks. Check whether the desiccant is still present.

Washing Solution (R2)

Prepare Working Washing Solution as needed by adding one part Concentrated Washing Solution (R2

to 19 parts deionized or distilled water. The Working Washing Solution can be stored for 14 days £
~  2-30°C. Prepare a sufficient amount of Working Washing Solution to complete the run (60 mL for on
N strip: 4 mL R2 76 mL distilled water).

After opening, the Concentrated Washing Solution stored at+2-30°C. inthe absence of contaminatio

is stable until the expiration date indicated on the label.

Negative Control Serum (R3), Cut-off Control Serum (R4) and Positive Control Serum (R
The controls must be heat-treated with the Sample Treatment Solution (R7) as patient specimens,
orderto also be a monitor of the treatment.

After opening, these reagents stored at +2-8"C, are stable for 8 weeks, in the absence of contamination
Conjugate (R6), Sample Treatment Solution (R7), Chromogen; TMB solution (R9)

These reagents are ready to use.

After opening, these reagents stored at +2-8°C are stable for 8 weeks if they are free of contaminatior

Stopping reaction (R10)

This reagent is ready to use.

After opening, this reagent stored at -*-2-8°C is stable until the validity date shown on the label if ther
is no contamination.

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



SPECIMEN COLLECTION

This test is performed on serum or BAL fluid.

I. SERUM

Collect blood samples according to standard laboratory procedures. Serum samples must t
uncontaminated with fungal spores and/or bacteria. Transport and store samples in sealed tube
unexposed to air. Unopened samples can be stored at 2-8°C for up to 5 days prior to testing. Aft
initial opening, samples may be stored at 2-8°C for 48 hours prior to testing. For longer storage, sto
the serumat -70°C.

Serum samples can be subjected to a maximum of 4 freezing / thawing cycles. Previously froze
specimens should be thoroughly mixed after thawing prior to testing.

The results are not affected by samples containing 20 mg/L of bllloibln, lipemic samples containing tt
equivalent of 2 g/L of triolein (triglyceride) or hemolyzed samples containing 500 mg/dL of hemoglobi
Interferences related to excess albumin have not been tested.

Do not decomplement sera.

BAL FLUID

Collect BAL fluid samples according to standard laboratory procedures. BAL fluid samples must t
collected In sterile saline and may be tested on neat samples (as is) or supernatants from centrifugr
samples (10,000 rpmfor 10 min) ~fore proceeding to treat the sample per Section 10.

BAL fluid samples must be uncontaminated with fungal spores and/or bacteria. Transportand sto
samples In sealed tubes, unexposed to air. After initial opening, samples may be stored at 2-8°C fori
to 24 hours. For longer storage, store the BAL samples frozen (-20°C or less) up to 5 months.

BAL samples can be subjected to a maximum of 4 freezing/thawing cycles. Previously frozen specimet
should be thoroughly mixed after thawing prior to testing.

10- PROCEDURE

Materials provided
See REAGENTS section.

Materials required but not provided

1
2. Absorbent paper

. Disposable gloves.

. Protective glasses,

. Sodium hypochlorite (bleach) and sodium bicarbonate.

. Pipettesormuitipipettes, adjustable or ftxed, to measure and dispense 50 pL, 100 pL, 300 pL, ani

o U~ w

~

Distilled or deionized water, for dilution of Concentrated Washing Solution.

1000 pL.

. 1.5 mL polypropylene microcentrifuge tubes with airtight stoppers, able to support heating to 120°C

(heat block)or 100°C (boiling water bath):

* Screwcaps and tubes; 1.5 mL Conical Tubes,
OR

* Snap cap tubes: EZ Micro Test Tubes, 1.5 mL,

* Micro-tube cap locks, these locks securely seal snap cap tubes by preventing caps from openir
during temperature and pressure changes and also allow tubes to be easily lifted out of he
block or boiling water bath.

. Laboratory bench centrifuge for 1,5 mL polyproj~lene tubes capable of obtaining 10,0009 (Brinkmat

Cat. #22-36-280-1 or VWR Scientific Cat. #20901-051 or equivalent)

. If heat block is used for the treatment of the sera/BAL fluid:

* Heatblock. The following heal block modelsare recommended:

* Single block model: Grant Cat. #QBD-1L- outside of the US: Grant Cat. #QBD1 distributed b
VWR under Cat. #460-0074)
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11.

12.
13.
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R4  s7

R3 S8
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s2  s10

s3 su

sS4 s12

Remove lhe plateholder and micro'well strips (R1) from the plate pouch. Return any strips that w
not be used to the pouch. Viith the desiccant, and reseal the pouch.

Mix the contents of the Conjugate bottle (R6) by inverting before use. Add 50 pL of Conjugate (R
to each well. Next, add 50 pL of treated serum/BAL supernatant to each well, as designated abov
Do not add serum/BAL fluid samples to the wells before the conjugate.

. Cover plate with plate sealer, or other means to prevent evaporation, ensunng that entire surfar

is covered and watertight.

. Incubate the microptate inadry microplate incubatorfor 90 + 5 minutes at 37“C(+ I'C).
. Remove the plate sealer. Aspirate the contents of all wells into a waste container (containing sodiu

hypochlorite). Wash the plate 5 times with a microplate washer (using 800 pL of Working Washir
Solution) After the last wash, invert the microplate and gently tap on absorbent paper to remo\
remaining liquid.

. Rapidly add 200 pL of the Chromogen TMB (R9) Solution to each well, avoiding exposure to brig

light.

Incubate the microplate in the dark at room temperature (+18-25'C)for 30+ 5 minutes. Do notuj
adhesive film during this incubation step.

Add 100 pL of Stopping Solution (RIO) to each well, utilizing the same order for addition oi
Chromogen TMB Solution. Mix well.

Thoroughly wipe the bottoms of each plate.

Read the optical density of each well at 450 nm (reference filter of 620/630 nm). Microplates must t
read within 30 minutes of addition of Slopping Solution.

T- QUALITY CONTROL (VALIDITY CRITERIA)

Cut-off Control: The O.D. of each Cut-off Control Serum must be
2 0.300 and £0.800.

Positive Control: The index of the Positive Control Serum must be greater than 1.50.
| _ OP Positive Control (R5) > j 5Q

Mean Cut-off Control OD

Negative Control: The index of the Negative Control Serum must be less than 0.40.
| = QD Negative Control fR3l < q 40

Mean Cut-off Control OD

Failure of any of the controls to meet the validity criteria described above renders the assay invali
and patient specimen results should not be reported. The operator may decide to repeat the assa
after reviewing the procedure, or may contact the manufacturer for assistance. If a repeat assay
performed, then a new aliquot of the same sample should be used in the repeat assay.
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Mpobupkn HarpeBatoT Ha BOAAHON GaHe B TeyeHume 3 MUH Mnpu 100"'C (*). Mpobupku
NMOMELLAKT Ha BOAAHYHO 6aHIO TOMIbKO NOC/e AOCTVXKEHUS NpeAnucaHHO TemnepaTtypsl.

5. OCTOpPOXHO W3BNEKAKT ropsyne npoobupkM u3 TepmobaoKa WM BOAAHON 6GaHM n©
nomewialoT B ULeHTpugyry. LeHTpudyrupytoT npu 10000 g B TeyeHue 10 mMuHyT. And
06Hapy>XeHNA ranakTOMaHHaHOBOI0 aHTUreHa UCNOJb3YT HAaL0CAA0UYHYO XXULKOCTb.

6. WccnegyoT HafocafouHYH >XUAKOCTb chnegyrouwmm obpasom. [locne npurotoBneHums
Haf0Caf0uYHYI0 XNAKOCTb MOXHO CNUTb U XpaHUTbL npu 2-8®C 0 48 yacoB nepes TECTOM.
Ecnu aHann3 nokasbiBaeT HEO6XOAMMOCTb MOBTOPHOrO TecTa, FOTOBAT APYrYyH ainKBoTy
o6pasua.

(*) Ana ycnewHoro nposefeHns Tecta He0O6X0ANMMO CTPOro co6/1t04aTh YKa3aHHY0 TeMnepatypy
N BpeMs LMKNA, & TaKXKe UCNOoNb30BaTbh PeKOMeHAyeMble MaTepuansl.

He poBepsinTe nokasaHWsIM TeMrepaTypHOro pgaTymka annaparta, Yyb6egutecb B ee
COOTBETCTBUM CreunmKaumam ¢ NMoMOLLbI0 KasImbpoBaHHOIO TepMOMETpa B MPo6UpKe ¢
MUHepanibHbIM  Mac/ioM: Temriepatypa BHYTpU NPOOUPKM B TepMOOG/IOKE A0/KHA
cocTaBnATb 120RC, Ha BoAsiHOM 6aHe - 100RC.

MNocTaHOoBKa NPA
CTporo crnegyiite NpeLnoXXeHHOMY NPOTOKONY.
Cob6ntopgaiite MpuHUMnbl Hagnexatlein nabopaTopHoli NnpakTuku (GLP).
1. TMepeq Ha4ya/ioM WCMONb30BaHMS BbIAEPXWUTE BCe peareHTbl MNPV KOMHaTHOM
Temnepartype (18-25®C) He meHee Yem 30 MUH.
2. [MpurotoBbTe paboynii pacTBOP A1 NPOMbIBKMA.
3. MoprotoBbTe Tabnuuy Ana MAeHTUOUKaUMM 06pa3LOB CbIBOPOTKU/BAJT U KOHTPONSA Ha
MukponnaHwete. OAHY NYHKY Hano/HUTE OTPULATENbHOW KOHTPONLHON CbIBOPOTKOW
(R3), pABe - KOHTPONLHOM CbIBOPOTKOW KpuUTU4YecKoro 3HayeHus (R4), opHy -
NONMOXMNTENbHON KOHTPONbHOW CbiBOPOTKOM (R5).

1 2 3 4 5 6 7 8 9 10 n 12

A RS 05 013

B R4 06

C R4 07

D R3 08

E 01 09

F 02 010

G 03 OH

H 04 012

4. [ocTaHbTe fepxaTenb naaHweTa v cTpunbl ¢ MMKponyHkamn (R1) u3 naketa. BepHuTte
BCe HEMCNONb3yeMble CTPUMbI B NAKeT C BNAronorfoTUTeIeM 1 3aneyaTaiTe ero.

5. [lepes ucnosb3oBaHWeM MepeMeLlainTe COAepXumoe (nakoHa c KoHbkoratom (R6),
nepeBepHyB ero. fo6asbTe 50 MKN KoHblorata (R6) B Kaxayt NyHKy. 3aTem pobasbTe 50
MK/ 00pab0oTaHHO CbIBOPOTKN/HAA0CAA0OYHON XUAKOCTM BAJT B KaXAyr NYHKY, Kak
yKa3aHo Bbiwe. He gob6aBnsiite cbiBOPOTKY/BAJ1 10 KOHblOTaTa.

6. HakpoiiTe nnaHweT nJEHKOA WM [pyruM NpPUCMocobneHneM Bo  U3bexaHue
ncnapeHus, yoeamBLINCL B MONHOM U TEPMETUUYHOM 3aKPbITUN.

7. VIHKYOupyiiTe MUKpOnnaHweT B CyXxoM UHKyb6aTope B TedyeHne 90+5 MUHYT npu 37+1*°C.

8 CHumMuUTe nneHKy c nnaHweta. CreiiTe cofepXMMOe BCEX /IYHOK B KOHTeilHep Anf
0TX0f0B (cofepXalwmii rMnoxnopuTt HaTpus). MNpomoliTe nnaHweT B BoLlepe 5 pas
(ncnonb3ya 800 mkn pabouyero pactBopa A5 NPOMbIBKM). [locne nocnegHein NpoMbIBKM
nepeBepHUTE MUKPOMIAHLIET Y aKKypaTHO NOCTYy4YnUTe UM O PUALTPOBaNbLHYIO ByMmary ans
yAaneHns 0CTaTKOB XWUAKOCTH.
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4aCTHOCTW, HEO6X04MMO CTpOoro cobngatb NOPALOK MPOBELEHUS TecTa B OTHOLUEHUM
nuNeTupoBaHus obpasua u peareHTa, NPOMbIBKM MUKPONAaHLWeTa U BpeMeHU UHKy6aLmnu.

3. [ob6aBneHne obpasya NN peareHTa MHaye, YemM yKa3aHO B Mpoueaype, MOXET NPUBECTU K
NOXHOOTpULaTeNbHOMY pe3ynbTaty. Ipyv KIMHUYECKOM MOAO3PEHNN HA UHBA3UBHbIN
acrneprunnes wnM owubke B TMPOBEAEHUM TecTa pPacCMOTPUTE BO3MOXXHOCTb
NOBTOPHOr0 MUCC/eA0BaHNA AOMOSTHUTE/IbHbIX 06pa3LoB.

4. Tlpy HeakKypaTHOM 0OpalleHUU C NAaHWeToOM WM NMUNETKON BO3MOXHA KOHTaMUHauus
NYHOK OTPULATENbHbIX MALWEHTOB MOJIOXMNTENbHBIM KOHTpOiem/o6pasyamu.

5. O(gekTnBHocTb TecTa Platelia Aspergillus Ag He oueHMBanacb y HOBOPOX[AEHHbLIX. B
eBponeicKoi nuTtepatype onucaHa 6onbLias yacrtoTa BO3HWKHOBEHMA
NOXHOMOJIOXUTENbHbIX pPe3ynbTaToB B 06pasuax 0T HOBOPOXKAEHHbIX'

6. OddekTuBHOCTL TecTa Platelia Aspergillus Ag MOXeT OblTb CHUXEHa Y 60/bHbIX
XPOHWYECKMM TrpaHynemMaTo3om n cuHgpomom [xoba '

7. TlpUMeHeHMe aHTUMMUKOTUKOB Y OO0/bHbIX MHBAa3WBHbLIM acnepruiie3oM MOXeT CHUMXaTb
4yyBCTBUTENbHOCTbL TecTa Platelia Aspergillus Ag '™,

8. OdekTmBHOCTbL TecTa Platelia Aspergillus Ag ans nnasmbl M Agpyrux Tunos 06pasLos,
Hanpumep, mouun unan CMXK, He oueHMBanach.

9. OgdekTuBHocTb Tecta Platelia Aspergillus Ag He oueHMBanacb npu onNpeaeneHnn
pe3ynbTaToOB BPYUYHYO WU/MNN BU3YaslbHO.

10. Apyrue pogbl rpubos, Hanpumep, Penicillium, Altemaria paecilomyces, Geotrichum u
Histoplasma nokas3anu aHasorMyHyl0 peakTMBHOCTb C KPbICMHBIMW MOHOK/IOHA/IbHbIMM
aHTuTenamu EBA-2, ncnonb3yembiMn B TeCTe AN 06HAPYXeHUsA ranakTomaHHaHa rpnbos
Aspergillus. Mpyn NONOXNTENLHOM pe3ynbTaTe TecTa B IHAEMUYECKMX pailoHax, BK/OYas
yactb CLUA, paccMoTpuTe BOSMOXHOCTb rucronnasmosa™™'

11. MepekpecTHad peakTUBHOCTL C BAJI, cogepxawmmm Mycoplasma pneumoniae wnu
aHeCTeTUKU/NYOPNKaHThI A1 aHeCcTe3nu r0TKK ANA acnupaymn, He OLeHMBanach.

12. MonoXuTenbHble peakunm 6e3 KNMHNYECKUX CUMNTOMOB:

B cnyyae paHHero BbifiBeHWSA ranakTOMaHHaHOBOr0 aHTUreHa B CbiBOPOTKe uan BAJS fo
NPOSBNEHUA  KIUHWUYECKUX WU/WAN  PEHTreHONIONMYeCKUX CUMNTOMOB  HE06X04UMO
paccMoTpeTb criegytouiee. TMoN0XKUTeNbHbIE pe3ynbTaTbl TecTa 06e3  KJIMHWMYECKUX
CUMNTOMOB  HabnwgawTcd B  OONbWMHCTBE  CAyvyaeB UM ABAAKOTCA  UCTUHHO
NONOXUTENbHbIMW  ANA  MauMeHTOB, KOTOPbIM B  [afibHeilleM CTaBAT AMArHo3
NoATBEPXKAEHHOr0/BEpPOSATHOrO WHBA3WBHOIO acnepruinesa™”™. OpfHako B HEKOTOPbIX
cnyyaax npu uHTepnpeTaumm pesynbTatoB HE06X04MMO PacCCMOTPETb 0COObIE (haKTOPbI.

a. OC06eHHO 4acTo O MOJIOXKMTENbHbIX pe3ynbTatax TecTta nNpu  OTCYTCTBUM
KNVMHUYECKMX CUMNTOMOB COOOLLAN0Ch Y ManeHbKUX AeTeir'r. X0Ta HeKoTopble U3
3TUX C/Ny4YaeB MOr/IM Ha camoM fefnie ObiTb 0OYCNOBNEHbI LUPKYIUPYHOLWUMU
aHTureHamn rpubka Aspergillus, 60/MbWMHCTBO ©U3 HUX MOXHO CYMTaTb
NOXXHOMOMOXUTESIbHbIMUA,

b. B pa3nnyHbiX npogyktax, 0CO6eHHO Kpynax, 6/t0fax M3 3epHOBbIX, C/ANBOYHbLIX
fleceptax, BbISIBIEHO Hanu4uuMe ranakToypaHosbl®’ B otanume ot rpygHoro
MOJIOKa,  KOpPOBbE  MOJIOKO  4acTO  COAepXWUT  60nbliMe KOJIMYecTBa
ranaktomaHHaHa'”*. MoaTomMy Heo6X04MMO MPUHATL BO BHUMaHWe anuMeHTapHble
(hakTOpbl NpU WHTepnpeTayuyM aHTUTEHEMWUW Y ManeHbKUX AeTeil W, B obLiem,
MaunMeHToB C MOBPEXAEHHbIM TemMaTOMHTECTUHA/IbHbIM 6Gapbepom™' B aToi
rpynne nauvMeHTOB WHTEPNpPEeTUPOBaTb C/lyyvan aHTUreHeMun 6e3 KIAMHUYECKUX
CMMMNTOMOB C/iefyeT eLle 0CTOPOXKHee.

c. Coobuwanocs 0 TMONOXWUTENbHbIX pe3ynbTarax TecTa Ha rafakToOMaHHaH Yy
nauneHToB, MOMy4YaloLWmMX nunepayunanH/Tasobaktam. Takxe coobwanocb o0
HeKOTOpbIX  cepuax/napTuax  nunepayunnmHa/tazobakrama, cofepxatynx
ranakTOMaHHaHOBbIV aHTUreH. [103TOMY MONOXMWTE/NbHbIE pe3y/nbTaTbl TecTa Y
naumueHTOB, nosiyyarLwmnx nunepaymnnnH/Tasobakram, cnepyet
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MHTEPNPeTMPOBaTb C OCTOPOXXHOCTbIO W MOATBEPXAaTb C MOMOLWbI APYrux
METO/[0B AMarHOCTMKK. Takxe coobulanocb 06 06HapyXXeHUM ranakTomaHHaHa B
HEKOTOPbIX  CEpUAX  aMOKCULUMAIMHA MpW  NapeHTepanbHOM  NPUMEHEHUU
KNnaBynaHOBOM KucMoTbl. [M03TOMYy npu  WMHTepnpeTauuMum pe3ynbTatoB TecTa
Heo6X04UMO NPUHATL BO BHUMaHWe fieyeHne nonyCcUHTeTUYeCKUMmM P-naktamamm™'
Tem He meHee, T. K. TecT Platelia Aspergillus Ag crnocobeH BbIABNATbL
ralakTOMaHHaHOBbIN aHTUreH o nosiBNEHNA KNUHNYECKMNX nnn
PEHTTeHO/IOrMYECKNUX CUMMNTOMOB, Hefib3f WCK/IKYaTb BEPOATHOCTb WHBA3WBHOIO
acneprunnesa. [1o3ToMy nauueHTbl € MOMOXMUTE/bHbIMYA  pe3ynbTaTamu,
NpUHMMaBLLIME NuMepaunnnMH/TasobakTam, TPeOyHT TULATebHOrO HabN AeH S,
d. TonoxutenbHble pe3ynbtatbl NPU OTCYTCTBUU KAMHUYECKUX CUMMNTOMOB MOTYT
ObITb MOMYy4YeHbl Yy MNaUMeHTOB, MNPUHUMAKOWMX nNpenapaTbl, CogepXxalyue

ranakToOMaHHaH, napeHTepasbHO UK BHYTPb (npm MOBPEXAEHNN
remMaToMHTeCTMHaNbHOro 6apbepa). MpucyTCTBME ranakTOMaHHaHa B HUX 4acto
06bsACHsETCA MCNONb30BaHUEM  (hEPMEHTUPYIOLNX rpnéos. OfHako

NONIOXUTENbHBIA pe3ynbTaT Yy YefioBeKa He 06HapyXxuBaeTcs LO Tex Mop, Moka
KOHLeHTpaumnsa 3K30reHHOro rasakTtoMaHHaHa B CbIBOPOTKe He AOCTUTHET WK
MPeBbICUT Mopor obHapyXeHus. MoaTomy npu NOLO3PUTENILHOM MOMOXKUTENIbLHOM
pe3ynbtate B OTCYTCTBUE K/AUHUYECKMX CUMMNTOMOB PEKOMEHAYETCA W3YUUTb
npenapatbl, KOTOpble NPUHUMaeT MayuMeHT, B YAaCTHOCTM WUX MPOU3BOLCTBEHHbIN
npoLecc 1 NPpoMCXoXeHne Cbipbs 14.41.49

13. B Hecko/ibKux uccnegosaHuax™*  coobwanocb 06 06HapyXeHWW ranakTomaHHaHa B
cbiBOpoTKe U BAJN npu npneme PLASMA-LYTE"", noaTtomy npuvem 3TOro npenapara
cnefyet yumTbiBaTb NPU MHTEpPNpeTauum pesynbTaTos TecTa.

14. Pe3ynbTaTbl uccnefosaHns BAJ1 nauymeHToB 6€3 MMMYyHOZedhuumTa C NOMOLLLIH TecTa
Platelia Aspergillus Ag Hy)XHO UHTePNPETUPOBaTb C OCTOPOXHOCTLIOM,

15. Pe3ynbTathl, 6/M3KNE K 3HAYEHWUHD KPUTUYECKOro 3HayeHua (0,5), MHTepnpeTupyroT C
OCTOPOXXHOCTbIO, W OHW  [O/KHbI  MOATBEPXAATHCA  APYTUMU  KIUHUYECKUMMU,
PEHTTeHONOrNYecKUMN UK NabopaTopHbIMW  JaHHLIMW B NOMb3Yy  WHBa3MBHOIO
acrneprunnesa, T. K. UHTeprnpeTauma Tecta He BK/IOYAET B Ce6A «CEPYHD 30HY».

16. Kpome Toro, pesynbTatbl uccnegosaHus BAJT ¢ nomouwbto TecTa Platelia Aspergillus Ag B
ananasoHe 0,5-1,0 MMeKT MeHbLY MPOrHOCTUYECKYH LEHHOCTb, YeM pesynbTaThl,
npesbiwatouime 1,0, noaTomy pesynbtaTbl B AnanasoHe 0,5-1,0 He06X04MMO NPOBEPUTL U
NOATBEPAUTL APYTUMU  KAWUHUYECKUMM, PEHTIEHONOTMMYECKUMWU UM N1abopaTopHbNUM

AaHHBIMW B N0/1b3Y NMHBAa3WBHOIO acneprmnne3a8’ v

14. OO KNWOAEMbIE 3HAYEHWNA

. CbIBOPOTKA

Oxwnpaemas pacnpocTpaHeHHOCTb WMHBA3WBHOrO acrneprusnnesa cpeju nauneHToB HemnocTOAHHA,
coobLanock 0 3Ha4YeHUAX B AnanasoHe 5-20% ™

Cnepytouime pesynbTaTbl OblIM MONYYEHbl B X04e KAUHWYECKUX WCCefoBaHWA, NpoBefeHHbIX
cpeau feteli (B Bo3pacTe 21 roga un meHee) B CLUA 1 B3pocnbix B CeBepHO AMepuKe.

Jetn
B 3 uccneposartensckux ueHTpax CLLUA 6bi10 NpoBefeHO KAMHMYECKoe uccnegoBaHue 1954

006pa3yoB CbIBOPOTKM OT 129 peteli (B Bo3pacTe 21 rofa M MeHee) C UMMYHOAEPULUTOM,
MMeLWnX  BbICOKMA  pPUCK  pasBUTUS  WHBA3MBHOIO  acnepruwinesa WM AnarHo3
NOATBEPXAEHHOIr0/BEPOATHOrO WMHBA3WBHOIO acneprunnesa And onpefeneHns 3PEPeKTUBHOCTM
TecTa Platelia Aspergillus Ag. Huxe nokasaHo pacnpefeneHne 3Ha4eHUn TecTa B 3TUX rpynnax.

JeTbly 6e3 nHBa3MBHOrO acrnepruaniesa (KOHTPOSbHAA rpynna)
Puc. 1
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Puc. 3.

Bcero B 3 uccnefoBatenbCKMx LeHTpax
CeBepHOl AMepuKn 6bII0 UCCNe0BaHO
1262 o6pa3yoB CbiIBOPOTKM OT 143 nocne
nepecagkn KOCTHOIO MO3ra uau 60/bHbIX
neiikemmeni Ans onpeaeneHuns
3(hheKTUBHOCTHU TecTta Platelia
Aspergillus Ag. Ha rpaduke nokasaHo
pacnpejefieHe 3HaYeHNN TecTa Ans aTUX
06pa3uos.

B3pocnbie ¢ MHBA3MBHbLIM acrnepruiie3om

Puc. 4.

Ha pgwnarpamme pasbpoca nokasaHbl
pesynbTatbl Npo6bl Ha ranakToMaHHaH
ans 462 o06pasyoB CbIBOPOTKM OT 29
nauueHTOB, KOTOPbIM B xogme
nccnefoBaHns Obln MoCTaBfieH AWAarHo3
NOATBEPXAEHHOI0/BEPOSATHOIO
WHBA3NBHOIO acneprunnesa rno
kputepuam EORTC/NIAD. Oxwupanacb
MONOXWTENbHAA peakuus He B KaXAoMl
npobe CbIBOPOTKN OT KaXAOro nauueHTa.
Oxnpaemas pacnpocTpaHeHHOCTb
NHBA3WBHOIO acneprunnesa cpenu
NnauneHToOB HenocTOsHHA; coobuianocb 0
3HayeHMAX B guanaszoHe 5-20% '’ B
LaHHOM nccnefosaHnn
pacnpocTpaHeHHOCTb cocTaBuna 16,9%.

Pacnpegenenve 3HaveHuii koadpcpmmeHTa
MO3UTUBHOCTU 11 CbIBOPOTKU B Fpyrnne B3pOC/ibIX
nauveHTos (N = 1262)

KoachdmumeHT no3nTnBHoOCTN

Ha cnegylowux rpadukax npueefeHbl NPpUMepbl MaUWeHTOB 63 KAWHUYECKUX MPU3HAKOB WK

CMMNTOMOB  WMHBA3MBHOrO acnepruanesa
ANarHo3om

MOATBEPXKAEHHbIM/BEPOSTHBIM
MONOXUTENbHbIX).

Puc. 5.
OTpuuartenbHble 06pasLbl
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Puc. 6.
MonoxuTenbHble 06pasLbl

1. BAJI

B CLUA 6bin0 npoeegeHo 2 wuccnepgoBaHus 449 o6pasyos BAJT oT 178 peumnueHTOB
TPAHCNNAHTaTOB MapeHXMMaTO3HbIX OPraHoB U NErkKNX C MHBA3WBHbLIM acrnepruine3oMm v 6e3 Hero
Ans onpegeneHusa agekTusHocTn Tecta Platelia Aspergillus Ag.

N3 Hux 403 obpasua BAJM - oT 167 peynnueHTOB TPaHCMNaHTaTOB NapeHXMMaTO3HbIX OPraHoB K
nerkmx 6e3 MHBas3MBHOrO acnepruiniesa.

Kpome Toro, 6bin MpoBefeH PeTPOCMeKTUBHbIA aHann3 obpas3uosB BAJT oT 99 nogpatoymxcs
OUEHKe TemMaTo/IorMyeckux MauueHToB Trpynnbl BLICOKONO pucKa B XO4e WCCNefoBaHuA 3a
npegenamm CLUA, Bkitoyas 58 nauvMeHTOB € MNOATBEPXKAEHHbLIM/BEPOATHBIM WHBa3WBHbIM
acnepruinesom.

OXunpaemble 3HayYeHusa ana o6pasuos BAJ1 OT peuunueHTOB TPaHCM/IaHTaTOB MapeHXMMaTO3HbIX
OpraHoB W flerkux 6e3 MHBa3MBHOrO acnepruinesa npusefeHbl B Tabnvue Huke. MNpeacTaBneHbl
pesynbTaTbl 415 06pa3uoB OT PELMMINEHTOB C KOMOHM3ALMENR NNeCHEBbIMM rpubamm 1 6es.

Tabnuua 1
OXufjaemble 3HaYeHUs A1 06pasLoB
PeLU/II'II/IEHTbI TpaHCN1aHTATOB NapeHXmnMaTo3HbIX opraHoB n nerknx c¢ MHBA3MBHbIM

acneprunnesom
N =403 BAN

JdnarHos No MonoxntenbHbih, %  OTpuuaTenbHbIi, %
KoHTponb 6e3 341 11/341 (3,2%) 330/341 (96,8%)
KOMIOHM3aLnn

KoHTpOnb c 62 12/62(19,4%) 50/62 (80,6%)
KOMOHU3aLNel

Bcero KoHTponei 403 23/403 (5,7%) 380/403 (94,3%)

PeunnueHTbl  TPAHCMIAHTATOB MapeHXMMATO3HbIX OpraHoB U /erkux 6e3  MHBA3UBHOIO
acneprunnesa pacnpejesneHsl B TaGnULE HUXKe MO TUNY TpaHCNiaHTaTa.

Tabnvua 2

OXunpaemble 3HaUeHUs 415 06pasLoB

PeunnueHTbl  TPaHCM/IAHTATOB MAapeHXMMaTO3HbIX OPraHOB U Nlerkux 6e3  MHBA3MBHOTO
acneprmnnesa c ykasaHmem Tuna TpaHcnnaHTtaTa

N =403 BAN

Twy TpaHcnnaHTata  Ne MonoxuntenbHblid, %  OTpuuatenbHbI, %
Ceppaue 28 3/28 (10,7%) 25/28 (89,3%)

Moyku 25 3/25(12,0%) 22125 (88,0%)
MeueHb 23 1/23 (4,3%) 22/23 (95,7%)
Nerkne 327 16/327 (4,9%) 311/327 (95,1%)

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Uenrp

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



b) MEPEKPECTHAA PEAKTUBHOCTDb

WccnepoBaHus Mo OUEHKe BO3MOXHOIMO BAUAHUA MeAULMHCKMX (DaKTOPOB, He CBA3AHHbLIX C
WHBAa3NBHbLIM acreprunnesomM, NpoBoOAMAN C UCMonb3oBaHMem 1 noTa Habopa Platelia Aspergillus
Ag. C nomowbto Habopa TecTUpoBanu Cnefyrowmnii nepevyeHb CbiIBOPOTOK 06w MM ynucnom 151

Tabnuua 6

Matonorusa Uncno npoTecTMpoBaHHbIX Ywucno NOMIOXMNTENbHbIX
o6pasuos pesynbTaTos

PeBMaToOUAHbIN hakTop 10 0

AHTUHYK/eapHble aHTUTeNa 10 0

MmneprammarnobynuHemmnss no 10 0

IsG

MmneprammarnobynmHemma no 10 0

L

Pak* 7] 0

Linppos HeBupycHoro 10 0

NPOUNCXOXAEeHNA (nepBMYHbIN

6unmnapHbIii; anKoroNbHbIA;

NeKapCTBEHHbIN)

MHO>XeCTBEHHbI Tpachy3un 10 0

MHorouncneHHble pogbl 10 0

BupycHbiii renatut A 10 0

BupycHsbiii renatut C 10 0

KpacHyxa 10 0

LinTomeranosupyc 10 0

Cugmnnc (PMP+) 10 0

Tokconnasmos 10 0

Mwukonniasmos 10 0

*Mo oAHO Npo6e OT 6GOMbHLIX PAKOM MOYEBOrO My3blps, MOJIOYHONW >enesbl (2), TONCTOro
KMULIEYHUKA, 3HAOMETPUSA, NErKNX, NPOCTaThbl, MOYEK N CKBAMO3HbIM pakom (3).

B) KIMHVWYECKWME NCCNEAOBAHNA
KnnHnuyeckne nccnepgoBaHns B CeBepHoil AMepuke
I. OBPA3LbI CbIBOPOTKWM
KnuHnyeckune nccnefoBaHns YyBCTBUTENIbHOCTU, CMELUNPUYHOCTA U MPOrHOCTUYECKOTO 3HaYeHus
TecTa Platelia Aspergillus Ag nposogunuce y fetein (B Bo3pacTe 21 rofa n MeHee) B 3 LieHTpax B
CLLUA un y B3pocnbix B 3 UeHTpax B CeBepHoli Amepuke. Bbinn nccnegoaHbl 1954 o6pasya
CbIBOPOTKM OT 129 geTeit n 1724 o6pasua CbiIBOPOTKM OT 172 B3pOC/bIX U3 CAeAytoLMX rpynn:

* 0e3 CMMNTOMOB MHBA3UBHOIO acneprunsesa (KOHTPONbHAA rpynna);

* C BEpPOATHbLIM WHBA3MBHbLIM acnepruies3om;

* CMOATBEPXAEHHBLIM UHBA3WBHbLIM acrnepruinesom.
*KoonepaTuMBHasa MccrnefoBaTeNbckas rpynna no MHBasmMBHbIM MuKo3am (IFICG) EBponelickol
opraHusaummM no wuccnegoBaHuto un nedeHnto paka (EORTC) wm pynna no wuccnegoBaHuto
MnKo30B (MSG) HauuMOHanbHOrO0 MHCTUTYTa anfepruyecknx M UHGPEKUMOHHbIX 3aboneBaHul
(NIAID) B 2002 1. onpefennnm KpuTepum AMarHoCTUKN MHBA3MBHOIO acneprusniesa y nauneHTos
c remo6s1acTo3amum UM Nocse TpaHcnaHTauMm reMono3aTUYeCcKMX CTBOJIOBbLIX K/IETOK".

UYBCTBUTENBbHOCTb
A) fetn
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Pe3ynbTaTbl MCCMef0BaHWA aHaM3MpoBain C TOYKWU 3PEHUS YYBCTBUTENbHOCTM TecTa Platelia
Aspergillus Ag y 17 peteit ¢ UMMYHOAe(hULMTOM U NOATBEPXK/AEHHbIM/ BEPOSATHbIM WHBA3UBHbIM
acnepruniesom B 3 LeHTpax.

Tabnuua 7
AnarHos KonnuectBo UyBCTBUTENLHOCTb 95%
naumeHToB AOBEPUTENbHbIN

NHTepBan

MoATBEPXKAEHHBIN 8 44,4% (4/9) 18,9-73,3%

acneprunnes

BepoATHbIl 9 62,5% (5/8) 30,6-86,3%

acneprunnes

MoATBEPXKAEHHbIA 1 17* 52,9% (9/17) 31,0-73,8%

BeposATHbIl

acneprunnes

MpumeyaHne. ¥ 8 3 17 nauueHTOB BbISIB/IEH OTPULATENbHbLIA pe3ynbTaT MNpobbl Ha
raslakToMaHHaHoBbI aHTUreH Aspergillus. Bce 8 naumeHTOB nosyvanm HeCKO/bKO
NPOTMBOrpMOKOBbLIX NpenapatoB. OAHOBPEMEHHbI MPYEM HECKOSIbKMX aHTUMWKOTUKOB
MOXeT CHU3UTb YYBCTBUTE/IbHOCTbL TeCTa Y HeKOTOpbIX MNauneHToB C MHBa3MBHbIM
acneprunnesom”™',

B)B3pocsible

B 3 ueHTpax npoBoAMNOCL UccnefoBaHWe 4YyBCTBUTeNbHOCTM TecTa Platelia Aspergillus Agy 29
naunMeHToB  Mocfie  nepecagkuM  KOCTHOrO  MoO3ra wauM  cTpagalowmx  nerikemunen ¢
ANarHOCTMPOBAHHbLIM MOATBEPXKAEHHbIM/ BEPOSATHLIM UHBA3UBHbLIM acnepruine3om.

Tabnvua 8

[dnarHos KonunyecTtso UyBCTBUTE/ILHOCTb 95% [oBepuUTe/bHbIN
naumeHToB NHTEPBA

MoaTBEPXKAEHHbIV n 81,8% (9/11) 52,3-94,9%

acneprunnes

BeposATHbIl 18 77,8% (14/18) 54,8-91,0%

acneprunnes

MoATBEPXAEHHbIN n 29 79,3% (23/29) 61,6-90,2%

BeposiTHbIi

acneprunnes

CNeyNe®NYHOCTb

A)lleTn

CneuntmnyHOCTb Yy AeTel
B 3 ueHTpax npoBoannocb uccnefoeaHne cneungmnyHocTn tecta Platelia Aspergillus Ag y 108*
AeTein ¢ MMMyHoZeULMTOM 6€3 CUMNTOMOB MHBa3MBHOIO acneprunnesa (KOHTpoNbHas rpynna).

Tabnmua 9

LleHTp KonunyecTtso CneympuyHoCTb 95% A0BepUTENbHBbIM
nawlueHToB NHTEPBaT

1 44 86,4% (38/44) 73,3-93,6%

2 59 86,4% (51/59) 75,5-93,0%

3 5 100% (5/5) 56,6-100%

Bcero ueHTpoB 108 87,0% (94/108) 79,4-92,1%
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Bcrpeasemocts 13,6%

Berpevaemocrn

PacuerHan scTpeuaemocts 5%

PacueTnas scTpevaemocts 5%
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Tabnmua 13
YyscTButenbHocTb Tecta Platelia Aspergillus Ag
PeunnuneHTbl TpPaHCNIAHTATOB MapeHXMMaTO3HbIX OpraHoB C MOATBEPXAEHHbIM/BEPOATHbLIM

JAnarHos Kon- KoathtpmuymeHT YyBCTBUTENBHOCTL 95%
BO NMO3NTUBHOCTU [0BEPUTESbHbIN

~,5 NHTepBa
MoATBEPXKAEHHBIN 2 2 2/2(100%) 34,2-100%
acrneprunnes
BeposTHbIl 3 3 3/3 (100%) 43,8-100%
acneprunnes
MoAaTBEPXAEHHbIA 1N 5 5 5/5 (100%) 56,5-100%
BepoaTHbIi
acneprunnes
Tabnnua 14

UyscTeuTensHoCTbL TecTa Platelia Aspergillus Ag
PeunnueHTbl TPaHCMNAHTATOB MNAapeHXMMaTO3HbIX OpraHoB C MOATBEPXAEHHbIM/ BEPOATHbIM
WHBa3MBHbIM acneprunnesom 'pacrnpefesieHune no TUny TpaHcnaaHTara

Twvin Kon- KoathgmumeHT YyBCTBUTENBHOCTL 95%
TpaHcnaHTara BO NMO3UTUBHOCTMN [0BEPUTENbHbIN
~,5 NHTepBa
Cepaue 1 1 1/1 (100%) 20,6-100%
Moukn 3 3 3/3 (100%) 43,8-100%
MeueHb 1 1 1/1 (100%) 20,6-100%
Bcero 5 5 5/5 (100%) 56,5-100%

Il. PeunnmneHTbI NErKnUx ¢ MHBa3MBHbLIM acnepruiie3om
13 333 06pasuyos oT 116 peyunueHTOB NErknx B UCCMELOBAHUN YYBCTBUTE/IbHOCTb OLEHUBANU Y
6 UCNbITYyeMbIX C ANArHOCTUPOBAHHbBIM MHBa3MBHbLIM acneprunie3om (CM. Tabnuuy HuXe).

Tabnmua 15
YyscTBUTENLHOCTL TecTa Platelia Aspergillus Ag
PeuunueHTbl Nerknx ¢  MNOATBEPXAEHHbIM/  BEPOATHbIM  WMHBA3WBHLIM  acrepruiiesom

JwvarHos Kon- KoathgpmuyeHT YyBCTBUTENBHOCTL 95%
BO NMO3NTUBHOCTY [0BEPUTENbHBIN

N5 NHTEpBasI
MoATBEPXAEHHbIA 2 1 1/2(50,0%) 9,4-90,6%
acneprunnes
BeposTHbIl 4 3 3/4 (75,0%) 30,0-65,4%
acneprunnes
MoATBEPXAEHHbIA U 6 4 416 (66,7%) 30,0-90,3%
BeposATHbI
acrieprunnes

111. NemaTo/IOrM4yecKme NauneHTbl C MHBa3VBHbLIM acneprusine3om

UyBCTBUTENBHOCTb TeCTa TakKXe OueHMBanacb B 58 o6pasyax oOT 58 remMaTonornyeckmx
MaunMeHToB C WHBa3MBHbIM acnepruniesom (CM. Tabnuuy HUXe) MeTOLOM PeTPOCNEKTUBHOIO
aHanmsa o6pasyoB BAJ1 OT remaTonornyeckKnx MauMeHToB rpynnbl BbICOKOrO PUCKa C NMOMOLLbHO
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Tecta Platelia Aspergillus Ag. Ony6nukoBaHHble [AaHHble WCCAeA0BaHUS OLEHWBaNW ans
onpepaenieHNs xapakTepucTuk apdektTmeHocTn NP A-Tecta Platelia Aspergillus Ag ans BAJTM,

Tabnuua 16
[varHos Kon- KoatpgmumneHt UYyBcTBUTENBHOCTL 95%
BO MO3UTUBHOCTN [0BEPUTENbHbIN

N5 VHTepBan
MoATBEPXKAEHHbIV 31 31 31/31 (100%) 89,0-100%
acreprunnes
BeposTHbIi 27 26 26/27 (96,3%) 81,7-99,3%
acrieprunnes
MoaTBepXAEHHbIA 1 58 57 57/58 (98,3%) 90,8-99,7%
BeposiTHbIiA
acneprunnes
CneymduryHoOCTb

CneyngpuyHoCcTb oueHMBanace B 98 o6pasyax BAJT oT 57 peuunumeHTOB TpaHCNNaHTaTOB
napeHXMmMaTo3HbIX opraHoB u 305 obpasyax BAJT oT 110 peynnmMeHTOB Nerknux 6e3 MHBasUBHOIO
acneprunnesa (cm. Tabnuuy Hwxe). Pe3ynbTaTbl npuBefeHbl N8 06pasloB OT PeuunueHTOBs,
NPOAEMOHCTPMPOBABLLUNX POCT KOMOHWIA NAECHEBLIX FPUOOB MM €ro OTCYTCTBUE.

Tabnuua 17
CneunduryHoCcTb B 06pasLax
PeuunueHTbl TpaHCNNaHTaTOB MapeHXMMaTO3HbIX OpPraHoB W Nerkux 6e3 WHBa3UBHOIO

acneprunnesa
[dunarHos Kon- KoadmumeHT OTpuruaTenbHbIi, 95%

BO NMO3NUTUBHOCTU % [A0BEPUTENbHBbI

n5 MHTEpBa

KoHTponb 6es 341 330 330/341 (96,8%) 94,3-98,2%
KONIOHU3aL MK
KoHTposb c 62 50 50/62 (80,6%) 69,1-88,6%
KONMOHU3aLunen
Bcero kKoHTponA 403 380 380/403 (94,3%) 91,6-96,2%

CneuunduyHocTb B 06pasuax BAJT peunnumeHToB TPaHCNIAHTaTOB MapeHXMMaTO3HbIX OPraHoB K
nerkux 6es MHBA3MBHOrO acrepruniesa NpuUBeAeHa ¢ yKasaHueM Tuna TpaHCnnaHTaTa B Tabnuue
18.

Tabnuua 18

CneynguryHocTb B 06pasuax

PeuunueHTbl TpaHCMAHTATOB MapeHXMMaTO3HbIX OpraHoB W Jfierkux 6e3 WHBA3WBHOIO
acneprunnesa (pacnpegeneHue no TUNy TpaHcnaaHTarta)

Tun TpaHcnnaHTata  Kon-  KoamumeHT OTpuuartensHblii - 95%

BO NO3UTUBHOCTU [0BEPUTENbHbI
N5 NHTEpBaUT
CepjLe 28 25 25/28 (89,3%) 72,8-96,3%
Moukn 25 22 22/25 (88,0%) 70,0-95,8%
MeyeHb 23 22 22/23 (95,7%) 79,0-99,2%
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(EN) < This product contains human or animal components. Handle with care.
(RU) « 3TOT npoay>a cofepXmnT KOMMOHEKTbI Ye/I0BEYECKOrO UM XXMBOTHOFO nNpoucxoxgeHns. Obpauwatbes ¢

OCTOPOXHOCTbH.

H314-H317

P280 - P305+P351+P338 - P301+P330+P331 -
P303+P361+P353 - P333+P313 - P501

(EN)

Danger

Causes severe skin bums srid eye damage. May cause an
allergK skin reaction.

Wear protective gioves/protec” dothug/eye protectiorVface
protection. IF IN EYES: Rinse cautiously with waterfor several
minutee. Remove contact lenses, if present ax| easy to do.
Continue rinsing. IF SWALLOWED; rinse mouth. Do NOT
induce vomibng. IF ON SKIN (or hair): Remove/Take off
imrT>ediately all contaminated dothing. Rinse skin with
vrater/shower. If skin irritation or rash occurs: Get medical
advice'attention. Dispose of contents/corrtarier in accorpartoe
with iocaWegional/national/internatiorial regulations.
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OnacHo!

BbI3bIBaeT cepbe3Hble 0XXOrn KOXW 1 nospexaeHve rnas. Moxet
BbI3bIBaTb &/1/IEPrMYECKYI0 PeaKLMo KOXW.

HapeHbTe 3amTHbIE NepyaTkn / 3aWwnTHYO oaexay / cpeacrea
3awnTbl rnas / 3awmTty ana nuuga. NPV NONALAHUN BITIA3A
OCTOPOXHO NPOMOWTE rNasa BOAOW, B TeYEHUE HECKONbKUX
MUHYT. CHUMUTE KOHTaKTHbIE JINH3bI, EC/TN OHN HaAEeTbl N 3TO
nerko cpenatb. [MMpogomkailTe npombiBaTh rnasa. [MPU
MNPOIrNATbLIBAHUW: MponosnockaiiTe poT. HE Bbi3blBaiiTe pBOTY.
MNPV NONAAAHNN HA KOXY (BOMOCbI): CHumuTte/ypgannte
HemMe//IeHHO BCIO 3arpsA3HEHHYI0 ofexay. MNpomoiiTe yyacTok
KOXW BOAOW. [pU BO3HUKHOBEHUW pas3fpaxeHus Wm
nosefeHnss cbinu O6patutecb K Bpady. YTUAusupyiite
cogepxumoe/ynakoBky B COOTBETCTBUM C MeCTHbIMU [/
pernoHanbHbiMV / HauMoHasbHbIMU |/ MeXAyHapoAHbIMU
npasuiamm.
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MepeBos faHHOMO TEKCTa C aHTIMIACKOTO M (PPaHLLYy3CKOrO 5i3bIKOB Ha PYCCKMIA A3bIK CAenaH MHOM,
NepeBoAYMKOM AneKceeBbIM ANeKceeM AJIEKCaHAPOBNYEM.

Poccuiickaa ®Pegepauns
"opog Mocksa
TpuauaToro voNa 4se ThiCAYN feBATHALLATOro roga
A, MapTbiHOBa HaTanma AHfpeeBHa, BPeMEHHO UCMONHALLAA 0683aHHOCTY HOTapuyca
ropoga Mocksbl AkumoBa Meba bopucosnya, CBUAETENLCTBYH NOAIMHHOCTb NOANUCH NepeBojumKa
Anekceea Anekces AnekcaHaposmya.
Moanuck caenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NoAnuMcasLLero 4oKyMeHT yCTaHOB/EHA.

3aperncTpuposaHo B peecTpe: Ng77/09-+/77-2019-

B3bickaHo rocygapcTeeHHOW  T3$MLL b0 Tapudy): 100 py6.
YnnaveHo 3a okasaHne & M rcpaecd gl % lnexHuyeckoro xapakTepa: 200 pyo6.

HA. MapTbiHoBa

Bcero npoLuHypos
1 CKpenneHo neyvar

BPNO HoTapuyca
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